KPATKA XAPAKTEPUCTHKA HA JIEKAPCTBEHHA ITIPOOAYKT

1.  HME HA JEKAPCTBEHMS IPOXYKT MIMLAHNTERHA ATEHUIA N0 JIEKAPCTBATA |

Kpamxa xapaxmepucmuxa Ha npogykma - flpuacxenue 1
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Heo Tupumu Menton 5 mg/1 mg npecoBanu TabneTkH 32 CMydeHe

Neo Tyrcine Menthol 5 mg/1 mg compressed lozenges , 0 3 -pa- :
Paapewenue Ns 3 69}3}./3%23]7 ........
2.  KAYECTBEH H KOJTHMECTBEH CHCTAB OGOCDGHUE Ne vvvcserresvsn sl avsssssssmsosssssssa,

We P e uag r ¥

1 Tabnerka 3a cMydeHe cpabpxa 5> mg xnopxekcuauHoB xuapoxaopaz (Chlorhexidine hydrochloride) i
1 mg mupoxaunoB xuapoxnopua (Lidocaine hydrochloride).

IToMomEM BeLIECTBa € H3BECTHO ACHCTBHE: COPOHTON.
3a ITLJIHAS CIHMCHK HA MOMOIIHATE BELIECTBa BIWKTE TOUKa 6.1

3. JIEKAPCTBEHA ®OPMA

[IpecoBaHa TabeTKa 3a CMy4deHe.
Heo Tupuwn Menron e 6ana xo nouru 64a, © Jieko MO3aevHa CTPYKTYPA H BKYC Ha MEHTa TableTka 3a

CMydeHe ¢ Kpbriaa ¢gopma.

4. KIHHAYHH JAHHHA
4.1 TepaneBTHYHE NOKAIAHAA

Heo Tupumn MenTon € nokazaH 3a CHMITTOMATHYHO H JIOKAMHO JIeUeHHUE Ha 3200 19BaHHA Ha (hapHHKCA.
He#cTBa KaTo Me3HHPEKTAHT ¥ NOKATHO 06e30014BaIno CPefCcTBO NMTPH Bh3NANIEHO I'BPJIO H ChCTOAHHA HA
¢apuHKca ¥ ycTHaTa KyXHHa, CBIPOBOASHHM ¢ Pa3ApasHeHne, Kato QapHHCHT, THHIHBHT, CTOMATHT H
ahru. HanruueTo Ha NMAOKANH B CheTara Boay K0 Obpao ofNeKuanate Ha CUMITIOMMTE.

B cimyyan Ha 6axkrepuania HHPEKLIMA CHOPOBOJICHA ¢ BACOKA TEMIICPATYPA € HEOOXOAMMO JOIMB/IHUTEIHO
JIeYeHHE.

Heo Tupums MendTos He chabp:ka 3axap H MOXKE Ja C¢ H3MON3Ba OT JHAGETHIH.

4.2 [o3dEpoBKka H HAYHH HA NPHIOKEHAE

EOSEEOBKHE

Buvspacmmu: 6 1o 10 TabiieTkn AHEBHO, KOUTO € CMYYaT OaBHO.

Heya nao 6 200unu; 3 no 5 TabneTkn JHEBHO, KOHTO Ce CMYyYaT OaBHO.

Heo Tupiur MenTon He TpaOpa fa ce H3M0N38a NPH Jena NOK 6-roAMIIHA BB3pacT.

To3H neKapcTBEH APOAYKT € NPeaHaIHaueH 34 CUMITTOMATHYHO JIeYeHHe H He TpsaOBa 6be H3M0I3BaH
ABATOCPOTHO.

AKOQ He HACTHIH noaocOpeHne ciiell 3-4 THEBHO NeUEHNUE € NPENOPBHUHTENHA KOHCYITAIHS C AeKap.

HaunH Ha npuioxeHue

OpoMyKko03HO NPHNIOKEHHE.,




4.3 lpormponoxazanmus

- Hena nox 6-roaMiHa Bb3pacT.
- CBpBHX4yBCTBATETHOCT KbM AKTUBHHTE BELWISCTBA MIH KBM HAKOE OT MOMOIRHMTE BEIICCTRA,
n36poeHH B Touka 6.1 H 0co0eHO KBM JIOKANHH aHECTETHIH KAaTO JTHACKAHH.

4.4 Cnenuajass ppexynpeikIeHAs ¥ HpeJUA3HE MEPKH npH ynorpeba

- JesuHpeKTHpaHTe BeLlecTBa HAMAT cTepumsupa edext. Te camo BpeMeHHO HaMasispaT Gpos
HAa MHKPOOPraHH3MHTE B YCTaHaTa KyXHHa M apHHKca.

- Ynorpebata Ha TO3H NEKAPCTBEH NPOAYKT TpaOBa Ja ce OrpaHM4H X0 MOBHABaHE Ha OonkaTa o
OpasHeHeTo. YNoTpebaTa Ha TO3H JIEKPCTBEH MPOAYKT He TpAaGBa Ja 6blie ABATOCPOUHA M HENPEKBCHATA.
- Ilopaan chabpKaHHETO HA IEBOMEHTON TPAORa Aa ce 00bpHE BHMMAaHKeE pH yroTpeba npH aena
C AaHaAMHE3a 3a I'bPYOBE.

- Ha ce u364rsa H3NMON3BAHETO HA TO3M JIEKAPCTBEH NPOAYKT OT HAUUEHTH ¢ ATEPrHYHA
NPEHCTIONIM.

- CrlnecTBYBa MATEK PHCK OT MOSBATa Ha HEYYBCTBHUTENHOCT Ha obilacTTa HA DIoTHCA H
HaManfgBaHe KOHTPOJIA HA THATATEIHHA peduieke, KoeTo a AoBeJe AC aCIHpaiHa HAa XpaHa B
AHXATE/THUTE ITHTHLIA MPH YmoTpe6ara Ha MHOrO BHCOKHM 103H (noeeue ot 20 TabieTk 3a cMyueHe
IHEBHO).

- Heo Tupuvm Menron ¢paspxa copburon. IlanneHTy ¢ peaku HacneACTBEHH NpodaeMH Ha
HEMOHOCHMOCT KBbM (PYKTO3a He TpaOpa Aa H3NO0N3BAT TO3H JIEKaPCTBEH IIPOAYKT.

4.5 BaammojaeiicTBHe C APYTH JEKAPCTBEHA UPOAYKTH H APYTA GOpME HA B3aEMoOZeicTBHEE

Tlopand BEIMOXKHM B3aMMOACHCTRHA (IPOTHBONOJIOKHO AHCTBAE HIH HHAKTHBHPAHE) ¢JHOBPEMEHHATA
HWIH IOCNEA0BaTeNHa yiioTpeda ¢ aHTHCENTHUM TpAOBa Na ce H30area.

4.6 @ecpraanTer, OpeMEHHOCT H KLPMeHE

To31 nexapcTser HPOMYKT € NpEIHa3HaYeH 3a JIOKANHO JeUeHHe. AKO H30POCHHTE NpeRyNpekICHHA H
OrpaHHMYCHHA 3a yroTpebarta ¢a B3eTH HoA BHHMaHHe, TO3H JIEKapCTBEH MPOAYKT MOoXKe xa 65ae
H3MOI3BaH 110 BpeMe Ha OpeMeHHOCT H kbpMeHe. [laipeHTRHTE TpAOBA Aa OBAaT CHBETBAHM /A
HH(pOpMHpPAT NeKYBallMA CH JieKap.

4.7 Edexrn BLpxy cnocofHOCTYA 32 modpupane B padora ¢ MANTHARH

Heo Tupuus Mexron He nosnuABa cnoco0HOCTTa 32 mogHpane H paboTra ¢ MallHHH.

4.8 Hexenann JeKapcTBeHH PeAKIHH

BB3MOXHHTE HEKeNaHH ICKAPCTBEHH peaKiMH ca rpympany o MedDRA cucTema-opran xiac
KITAacRPUKALMATA B YECTOTA.

Muoro qecta (=>1/10)

Yectn (21/100 to <1/10)

Heuecrn (21/1,000 to <1/100)

Peaxu (=1/10,000 to <1/1,000)

MBuoro peaxn (<1/10,000)

HeunspecTHa (He Moxe J1a Ob1€ onpesieieHa 0T HUTHYHHTE JAHHH)

Cacrema-opran Kiaac YecroTa
Hapymie¢Rns Ha HMYHHATA Penxu
cAacTemMa

HapyiieHus Ha KoxkaTa H HewssecTHa




NMOAKOKHATA THKaH MYKO3HHTE¢ MEMOpaHM, KOMTO ca
NPHYHHEHH NPH KOHTAKT C aHECTETHIU
OT THIIA HAa AMMJIHTE, KATO JIMJAOKAHH
HANPUMED: OMUCAHY ca CIyYan Ha
ACpMaTHT H OOpHBH, KOHTO Ca
TIPMYMHEHA OT TO3H NMPOAYKT NPH JPYTH

ofcTogTeNCTBA.
O6mu HapymeHnsa H eeKTH Ha IlpomenH BBB BKyCa.
MSCTOTO Ha NPHIIOAKEHUE YcelnaHe 3a napeHe BopXy e3uKa.

[IponbukuTenHa ¥ HenpeKLCHATR
ynorpeba Ha XJIOPXeKCHAMH MOXeE 1a
NPESAMBBYKA KapsBO ONBETABAHE Ha
3n0nTe, KaTo T0Ba Kadaso olBeTABaHE
€ OPEXOHO H 00paTHMO.

CoobiiaBane Ha MOAO3UPAHK HEXKENAHA PEAKIHH
CroliraBaneTo Ha NOAO3HPaHK HEXEJIAHH PEAKIIMH ClIEH pa3peinaBane 3a ynorpeba Ha NeKapCTBEHHNA

NPOAYKT € BaxkHO. ToBa 1103B0/ABA /1a NPOIB/DKM HAOIIOACHHETO Ha CHOTHOILICHHETO TIOJ3a/PUCK 34
NeKAPCTBEHUS MPOAYKT. OT MEIMIIMHCKHTE CHEIMAIMCTH C& H3HCKEA [a CHO0UIABAT BCAKA MOAOIHPAHA
HEXEIaHa PEaKI|s Ipe3 HAUMOHAITHA CHCTeMa 3a Cho0ImaBaHe, oco4YeHa mo-aoy:

HanhanauTeIHA ATEHIAS B0 JEKAPCTBATA

yi. ,,JlamaH ['pyes” Ne 8

1303 Codusn

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

4.9 Ilpepo3mpane

Brnpek#, de TO3H AEKPCTBEH MPOAYKT € NpeAHa3zHa'YeH 3a NOKaHa yuoTpeda, CHILEeCTBYBA BEPOATHOCT
3a NpeAO3npane NOPagy rpenika HIIM HeBHHMAHHE, 0COOEHO NPH Aena.

Cumnmomu Ha URMOKCUKAYUA.

JIupoxauH Moe Aa NpeH3BHKA CHCTEMHA NHTOKCHKALMSA (TOKCHYTHATA 03a 3a FB3pacTHH € Hax 0,5 g),
KaTo €€ 3aCATrd UEHTPATHATA HEPBHA CHCTEMA H ChPAESUHO CHOORATA CHCTEMA.

CuMnToMuTe ca:

- yMOpa, Ipo3sABaHe, HEPBHOCT, IIYM B YIHHUTE, HHCTATbM, MyCKYJ/ICH TPEMOpP, KOHBYJICHH,
JACNIPECHS, JUCTIHES,

- HAMaJICH KOHTPaKTHJIMTET Ha ChPACYHHA MYCKYJL, nnepr¢epHa Ba3OMHIATAIIHA, XHIIOTCH3HS,
OpanuKapAus, HApYINeH ChPACYEH PHTHM, ChPHICYEH apecT.

XUtopxexCHIHH ce a0copbupa B MHOTO MANKO KOJMIHMECTBO OT CTOMAIIHO-YPEBHHA TPAKT.

AHTHAOT: HAMA.

Jleueuue:

Cucmemna unmoxcuxayus.

- HesabaBHo criipaHe H3MOM3BAHETO HA JIEKAPCTBCHHA TIPOAYKT;

- XocnuTanu3anms, 3a 1a ¢e OCHI'YPH BE3CTAHOBSBAHE Ha JUINAHCTO, OBNAJABAHE Ha
ASXHApATaALHATa M NOAAbPKAHE HA KPbBHATA IHPKY/IALUAS,

- B ciyuan Ba npunagbim: quazenam,

Cwcmosnue na 3adywasarne.

- Ocpoboxnasane Ha qUXaTe/IHHTE ITBTHILA M NpHaaraHe Metoga Ha Heimlich;

- XocnuTanu3anpg Ha DalMeHTa ako O0CTPYKIMATA MPOIBIDKABA,

5. ®APMAKOJIOIHYHH CBOUCTBA

5.1 <PapmakozHHAMHYIHH CBOHCTBA




{apMakoTepaneBTHYHA rpyna. npenapatv 34 repho, ATC kon: RO2AAQS

JIMaoKkanH XuAPOXNOPUA € NOKAICH, NepudepHo AeHCTBALl AHECTETHK OT rpyrnaTa Ha aMAIATe, KOHTO
HMa NOBBPXHOCTEH aHareTHUCH eekT 63 Aa MOBNMABA MOTOPHATA PYHKIMA HA MACTOTO HA
npunoxenue. Tol aeficTea nokaiHo noa gopmartd Ha He-HoHH3HpaHa 6asa. JIugoxanH uMa
OnaronpUATHO ChOTHOWIEHHE SPHUKACHOCT/TOKCHUHOCT U MHOTO PAIKO MOXKE 3 NPeAM3BUKBA AICPTUMHH

peaKIHHK.
XJIOpXeKCUINH € KaTHHOH-aAKTHBEH AHTHCENITHYEH areHT. Toll npuTexasa CieH OakTepHIMIeH edexT,
KaKTO Cpelly IrpaM-no3HTHBHM TaKka U rpaM-HEraTUBHU OaKTepPHH H AHTUMHMKOTHYEH edeKT cpely

AepMaTOPHTH H APOXH.

5.2 <dQapMaKoKHHETHYHH CBOHCTBA

Ip# u3nonzeane Ha Heo Tupimin MenTon TabneTku 3a cMydeHe aKTHBHHTE BeINecTBa ce ocBo00AKnaBatT
NOCTENEHHO H A¢HCTBAT TOKANMHO. Manky KoTMYeCTBa MOTAT 33 JOCTHTHAT XpAHOCMILIATE/IHATA CHCTEMA
NpH NOTABWANE HA CIOHKA. XIOpXEKCUAMH He ce peaopOupa. PesopObuma Ha noxanmana aHecTeTyk

JIMACKaHH MOXKE Ja c¢ Habimoaaea OT cTpaHa Ha yCTHaTa H (apHAreanHaTa Jurasuua. Benpeku ToBa,
ro/IIMaTa 4acT OT Hero ce paszrpak/ia Npeay Aa JOCTHIHE CHCTEMHATA LHPKY/IALHS.

53 IIpeaxnAHENYHN JAHHH 32 6€30MaCHOCT

HsaMa HATHYIHH JaHHH.

6. PAPMAIEBTHYHH JAHHH

6.1 Coachk HA DOMOIIHHTE BEIIECTBA

CopOuron

MarzesueB cTeapat

bespoaHa NHMOHEHA KMCe/IMHA

JlepoMeHTON

6.2 HecnBMecTHMOCTH

Henpunoxumo.

6.3 Cpox na rogrocr

3 roauHU

6.4 Cpoenua/jHR YCI0BHH HA ChXPAHCHHE

Jla ce cpXpanara Ha MACTO HEAOCTHLITHO 3a Aena. Jla ce Chxpanasa moj 25 C B OpUTHHATHATA ONAKOBKA.
He n3nonssaiite Heo Tupimn MenTon ciie cpoka Ha rogHoOCT, 0T0ENA3aH Ha KyTHSTa/O/ucTepa cien
Hagmica "['ogeH 10:". IspBHTE AB2 CHMBONA 03HAYABAT MECELA, CIICABAIIMTE JBA HJIH YETHPH CHMBOJIA-
roguHara. CpoKET Ha FOJIHOCT OTTrOBaps HA MOCHSIHUA ISH OT TIOCOYEHHs Mecell,

6.5 Bnaan cLALPKAHAE HA ONAKOBRATA

Heo Tupima MeHTon npecoBanM TabeTku 3a CMy'€He Ca HAJIMYHM B KyTHH ¢ 12, 24, 36
TabneTkH B nephopupann earoao3osn omuctepu ot PVC/PCTFE/Al donwo.

He scuuxy BHZOBS onakoBku Morar fia Obaar mycHaTH B npojaxoa.

6.6 Cnensa/inA NpeATA3HE MEPKH NPH WIXBLPAAHE A paGoTa




HamMa cnermmanun A3HCKBaHms.

7. IIPUTEXATEJI HA PAZPENIEHHUETO 3A YIIOTPEBA
Sandoz d.d.
Verovskova 57,

1000 Ljubljana
CnoseHnsa

8. HOMEP(A) HA PAJPENNIEHUETO 3A YIIOTPEBA

Per. No: 20160343

9. JAATA HA II'bPBO PAZPEIIABAHE/NIONHOBSBAHE HA PASPEHNIEHHETO 3A
YIIOTPEBA

Jara na ITbpBO paspelrapaHe; HoeMBpH 2016 .

10. JATA HA AKTYAJIMU3HPAHE HA TEKCTA

06/2017




